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DETAILED ACTION 
Information Disclosure Statement 

1 . The examiner has considered all references disclosed within the information 
disclosure statement filed on 7/12/2004. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

2. Claims 1-9 and 17-20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US Patent No. 6807965 to Hickle in view of US Patent 
Application Publication No. 2003/0189492 to Harvie. 

3. With regards to claims 1, 17, and 19, what is taught and shown by Hickle is a 
conscious sedation system comprising: a) a controller (14) which generates a request 
for a predetermined response from a patient and which analyses at least a response 
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made by the patient to the request to determine a level of sedation of the patient (Col. 
21); and b) a facemask (30) which is disposable on the face of the patient proximate at 
least one of the nose and the mouth of the patient; and c) a response testing apparatus 
including: 1) a request assembly (one embodiment is disclosed as 313; Col. 23, lines 
39-58) which communicates to the patient the request generated by the controller (Col. 
21-25); and 2) a response assembly (one embodiment is disclosed as 307) which 
senses the response and which communicates the response to the controller (14) which 
analyses at least the response to determine a level of sedation of a patient (Claim 1). 
What is not disclosed by Hickle is a nasal cannula for monitoring the breathing of a 
patient, wherein at least part of at least one of the request and response assemblies is 
supported by the cannula. Hickle teaches a facemask. It would have been obvious to 
one of ordinary skill in the art at the time the invention was made to replace the 
breathing facemask (30) of Hickle for the nasal cannula device as taught by Harvie 
because it is obvious that one breathing apparatus means can be replaced for another. 
It is also well known in the art to use a nasal cannula such as that taught by Harvie to 
monitor the breathing of a patient. Please refer to paragraphs 39 and 41 of US Patent 
Application Publication No. 2005/0059924 to Katz et al that teaches a nasal cannula for 
monitoring the breathing of a patient. Further what is not taught by Hickle is wherein at 
least one of the request and response assemblies is supported by cannula. Hickle 
teaches a request assembly in which a vibrator is located in palm support portion 303 
(Col. 23, lines 51-54) to query a response from a user. What is taught by Harvie is a 
nasal cannula with a vibratory means disposed thereon (Paragraph 31). Therefore it 
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would have been obvious to one of ordinary skill in the art at the time the invention was 
made to utilize a vibrator disposed on a nasal cannula because it is well known in the 
art as taught by Harvie. 

4. With regards to claims 2 and 18, what is taught and shown by Hickle is a 
conscious sedation system wherein a user and/or the controller determines a delivery 
schedule of a conscious-sedation drug to the patient based on at least in part of the 
determined level of sedation of the patient (Col. 21 , lines 8-56). Hickle discloses that 
ACQ system generates signals to reflect the amount of time it took for the patient to 
activate response device 266 in response to query initiate device 264. Controller 14 
then can use these signals to generate an instruction in response thereto to maintain or 
decrease the level of sedation (Col. 25, lines 5-30) 

5. With regards to claims 3, 5, 6, and 20 what is taught and shown by Hickle is a 
conscious sedation system with all the limitations of claim 3 with the exception of 
wherein the request assembly includes a first vibrator supported by, disposed in, or 
disposed on the cannula. What is taught and shown by Harvie is a vibrator supported 
by and disposed on the cannula (Paragraph 31). Harvie states that the vibrator can be 
incorporated in other items such as a nasal cannula and can be broadly interpreted to 
mean that it is capable of being disposed in the cannula. Therefore it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify 
the sedation system of Hickle by replacing the vibration means in the hand held device 
for a vibration means located on or in a nasal cannula because it is well known in the art 
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to have a vibration means disposed on/in a nasal cannula and therefore obvious to 
replace one vibration means for another. 

6. With regards to claim 4, what is taught by Hickle is a conscious sedation 
system with all the limitations of claim 4 with the exception of wherein the first vibrator 
produces a tactile response to the face of the patient. What is taught by Hickle is a 
vibrator located within a palm support portion 303 of a hand held device. What is taught 
by Harvie is having a vibration means located on a nasal cannula. Therefore it would 
have been obvious to one of ordinary skill in the art at the time the invention was made 
to modify the sedation system of Hickle by replacing the vibration means in the hand 
held device for a vibration means located on or in a nasal cannula because it is well 
known in the art to have a vibration means disposed on/in a nasal cannula and 
therefore obvious to replace one vibration means for another. With this modification, 
the vibrator would in fact produce the tactile response to the face of the patient. 

7. With regards to claim 7 and 8, what is taught by Hickle is a conscious sedation 
system with all the limitations of claim 7 with the exception of wherein the request 
assembly includes a second vibrator disposable to produce a tactile request to a site on 
the patient other than to the face of the patient. It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to utilize a second 
vibrator, since it has been held that mere duplication of the essential working parts of a 
device involves only routine skill in the art. 

8. With regards to claim 9, what is taught by Hickle is the use of one vibrator of 
the request assembly producing a tactile response (Col. 23). 
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9. Claims 10-16, 21, and 22 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hickle in view of Harvie as applied to claim' above, and further 
in view of US Patent No. 6024088 to Ishikawa et al. 

10. With regards to claims 10-16, 21, and 22 what is taught and shown by Hickle is 
a conscious sedation system with all the limitations of the claims with the exception of 
wherein the predetermined response is a patient head-generated response which is 
further a patient-generated breathing response, and wherein at least a part of the 
response assembly includes a breathing sensor and/or a breathing-detection tube 
supported by the cannula. What is taught by Ishikawa et al is that it is well known in the 
art to have a breath sensor disposed in a nasal cannula attached to the nose of a 
patient to control the supply of oxygen in response to electrical signals that corresponds 
to the breathing parameters of a user sent from the breath sensor (Col. 1 , lines 20-34). 
This breathing sensor is fully capable of detecting a breathing response that includes a 
yawn, a breath deeper than an impervious breath, and the pressure of the exhaled 
breathing of a patient because it is well known in the art that breathing sensors detect 
all aspects of a breath including most importantly pressure and flow which would 
correspond to the listed scenarios. Therefore it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to modify the nasal cannula 
vibratory response assembly to include a breathing sensor supported by the nasal 
cannula to have the actions of the controller in response to the patient's level of 
sedation correspond to the breathing parameters of a user because this sensing means 
is more accurate than having the controller respond to a physical or verbal response of 
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a user. Hickle does not disclose a conscious sedation system wherein the patient 
generated response is a patient generated vocal response, or a patient generated head 
movement response, wherein the response assembly includes a sound detector or 
motion sensor supported by the cannula. At the time the invention was made, it would 
have been an obvious matter of design choice to a person of ordinary skill in the art at 
the time the invention was made to use a motion or sound detector to detect a patient 
generated response consisting of a verbal or head movement response because the 
applicant has not disclosed that these means provides an advantage, is used for a 
particular purpose, or solves a stated problem. One of ordinary skill in the art 
furthermore, would have expected that the conscious sedation system as taught by 
Hickle in view of Harvie in further view of Ishikawa et al that utilizes the breathing sensor 
means within a nasal cannula to perform equally well with either the motion/sound 
detection means because both would perform the same function of taking a patient 
generated response and having the controller use that response to detect a level of 
sedation. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amadeus S. Lopez whose telephone number is (571) 
272-7937. The examiner can normally be reached on Mon-Fri 8:00AM-4:30PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry Bennett can be reached on (571) 272-4791. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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